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(54) BICEPS TENODESIS DELIVERY TOOLS

(57) A tendon anchoring system comprising an outer
shaft having a lumen extending therethrough and a
sheath alignment protrusion formed on a distal end there-
of. The inner shaft disposed within the outer shaft and
having first and second prongs formed on a distal end
thereof. The prongs being movable between an extended
position in which the prongs extend distally beyond the
distal end of the outer shaft, and a retracted position in
which the prongs are retracted into the distal end of the
oute shaft, the prongs extending along opposed sides of
the sheath alignment protrusion of the outer shaft and a
handle assembly coupled to the proximal end of each of
the first and second shafts.
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Description

CROSS-REFERENCE TO RELATED APPLICATIONS

[0001] The present application claims priority to U.S.
Provisional Appl. No. 62/067,701 filed on October 23,
2014 and entitled "Biceps Tenodesis Implants and De-
livery Devices," which is hereby incorporated by refer-
ence in its entirety.

FIELD

[0002] Surgical devices and methods are provided for
anchoring tissue to bone, and more particularly surgical
implants, delivery tools, and methods are provided for
securing a biceps tendon to the humerus.

BACKGROUND

[0003] Disorders of the long head of the biceps tendon
are a common source of shoulder pain and may occur in
association with other diagnoses such as rotator cuff
tears, superior labrum anterior posterior tears, impinge-
ment syndrome and capsular injuries, or may be present
as an isolated source of shoulder pain. The treatment
options for disorders of the long head of the biceps (LHB)
continue to evolve and can include LHB tenodesis. In a
tenodesis procedure, a suture is passed through the base
of the LHB to locate the LHB in the subacromial space
and to provide proximal control during the dissection.
Once the suture is placed, the LHB is cut near the glenoid
attachment. A sizer can be used to measure the tendon
size and to thereby determine the appropriately sized
bone screw. Once the screw is selected, a bone hole is
drilled and a tendon fork is then used to push the tendon
down into the bone hole. A bone screw is then delivered
into the bone hole to anchor the tendon within the bone
hole.
[0004] While current procedures can provide an effec-
tive means for anchoring a tendon to bone, they can suf-
fer from several drawbacks. For example, current proce-
dures require the use of numerous tools, which can lead
to a prolonged procedure and increased costs. The use
of a screw can also increase the risk of damage to the
tendon, as rotation of the screw into the bone hole can
tear through the tendon. Moreover, it can be difficult to
maintain the desired tension on the tendon while the
screw is being implanted, as the tendon can slip during
insertion of the screw. Any tension applied to the tendon
during insertion of the anchor can also cause the anchor
to back-out of the bone hole.
[0005] Accordingly, there remains a need for improved
methods and devices for anchoring tissue to bone, and
in particular for performing a biceps tenodesis.

SUMMARY

[0006] Various implants, tools and methods are pro-

vided for attaching a biceps tendon to a bone.
[0007] In one embodiment, an anchor inserter tool is
provided including a first elongate body having first and
second prongs extending distally from a distal end there-
of and configured to extend along opposed slots formed
in a sheath of an anchor assembly. The anchor inserter
tool can additionally include a second elongate body sl-
idably disposed relative to the first elongate body, and a
handle assembly coupled to a proximal end of the first
and second elongate bodies. The handle assembly can
include a locking mechanism that is movable between a
locked position, in which the locking mechanism prevents
movement of the first and second elongate bodies rela-
tive to one another, and an unlocked position in which
the first and second elongate bodies are axially slidable
relative to one another.
[0008] In various embodiments, the first elongate body
of the anchor inserter tool can be an inner shaft and the
second elongate body can be an outer shaft disposed
around the inner shaft. In other embodiments, the second
elongate body of the anchor inserter tool can be an inner
shaft and the first elongate body can be an outer shaft
disposed around the inner shaft. In other aspects, the
first elongate body can include a lumen configured to
receive a proximal end of a guidewire coupled to a sheath
of an anchor assembly. The handle assembly can include
a guidewire lock configured to selectively engage and
prevent movement of a guidewire disposed within the
handle.
[0009] In other embodiments, the handle assembly
can include an actuator coupled to the first elongate body
and configured to move the first elongate body axially
with respect to the second elongate body. The actuator
can be rotatable relative to the handle assembly such
that rotation of the actuator is effective to cause axial
translation of the inner and outer shafts relative to one
another. In other aspects, the actuator can be pivotable
relative to the handle assembly such that pivotal move-
ment of the actuator is effective to cause axial translation
of the inner and outer shafts relative to one another.
[0010] Some embodiments can include an actuator
with at least one handle extending in a perpendicular
direction from the first elongate body. In other embodi-
ments the actuator can extend proximally from the prox-
imal end of the first elongate body. The actuator can in-
clude at least one finger loop.
[0011] In another embodiment, the handle assembly
can have a pistol-grip configuration with a stationary
housing and a pivotable trigger. The first elongate body
can be an inner shaft and the second elongate body can
be an outer shaft disposed around the inner shaft, and
the handle assembly can include an actuator configured
to move the inner shaft proximally with respect to the
outer shaft to retract the first and second prongs of the
inner shaft into the outer shaft.
[0012] In another embodiment, a tendon anchoring
system is provided with an outer shaft having an inner
lumen extending therethrough and a sheath alignment
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protrusion formed on a distal end thereof. The tendon
anchoring system also includes an inner shaft disposed
within the outer shaft and having first and second prongs
formed on a distal end thereof, the prongs being movable
between an extended position in which the prongs extend
distally beyond the distal end of the outer shaft, and a
retracted position in which the prongs are retracted into
the distal end of the outer shaft. The prongs can extend
along opposed sides of the sheath alignment protrusion
on the outer shaft. The tendon anchoring system can
further be provided with a handle assembly coupled to a
proximal end of each of the first and second shafts.
[0013] In one embodiment, the sheath alignment fea-
ture can have a generally conical shape. In other aspects,
the sheath alignment feature can include first and second
opposed cut-outs formed therein and configured to re-
ceive the first and second prongs of the inner shaft. In
another embodiment, the distal end of the outer shaft can
be closed with an elongate slot formed therein for receiv-
ing the first and second prongs therethrough.
[0014] In other embodiments, a method for anchoring
a tendon to bone is provided and includes manipulating
an inserter tool to insert a sheath coupled to a distal end
of the inserter tool through tissue, the sheath having a
guidewire mated thereto and extending through the in-
serter tool. The method can additionally include position-
ing a tendon between a pair of prongs on a distal end of
the inserter tool, and manipulating the inserter tool to
advance the sheath, with the tendon between the prongs,
into a bone hole. A locking mechanism on a handle as-
sembly of the inserter tool can maintain the guidewire
and the prongs in a locked position relative to one anoth-
er. The method further can include moving the locking
mechanism on the handle assembly to an unlocked po-
sition and manipulating the handle assembly to retract
the prongs relative to the guidewire, and removing the
inserter tool such that the sheath with the guidewire mat-
ed thereto remains in the bone hole.
[0015] The inserter tool can include first and second
shafts. The prongs can be formed on the first shaft, and
manipulating the handle assembly to retract the prongs
relative to the guidewire can include moving the first shaft
relative to the second shaft.
[0016] In various embodiments, the locking mecha-
nism can extend between a handle on the first shaft and
a handle on the second shaft to block movement of the
first and second shafts relative to one another when the
locking mechanism is in a locked position.
[0017] In another embodiment, the first shaft can in-
clude an actuator coupled to a proximal end thereof, and
the locking mechanism can prevent movement of the ac-
tuator when in a locked position, and the locking mech-
anism can release the actuator when it is moved to the
unlocked position. The locking mechanism can also ex-
tend through a handle of the inserter tool to block move-
ment of the first and second shafts relative to one another
when the locking mechanism is in a locked position. The
locking mechanism can further include two separate el-

ements, each operatable independently from one anoth-
er to block movement of the first and second shafts rel-
ative to one another and separately to block movement
of the guidewire.

BRIEF DESCRIPTION OF THE DRAWINGS

[0018] The invention will be more fully understood from
the following detailed description taken in conjunction
with the accompanying drawings, throughout which ar-
rows can be used to represent possible motion, in which:

FIG. 1A is a side view of a sheath inserter tool and
a sheath, showing a lock in a locked position;

FIG. 1B is another side view of the sheath inserter
tool of FIG 1A showing a lock in an unlocked position;

FIG. 1C is another side view of the sheath inserter
tool of FIG 1B with an actuator moved proximally;

FIG. 2A is a side view of another embodiment of a
sheath inserter tool, showing a sheath coupled to
the device and being implanted in bone;

FIG. 2B a side view of the sheath inserter tool of FIG.
2A, showing an outer shaft retracted from the sheath;

FIG. 3A is a side view of another embodiment of a
sheath inserter tool;

FIG. 3B is a side view of the sheath inserter tool of
FIG. 3A, showing a sheath coupled to the device and
being implanted in bone;

FIG. 3C is a side view of the sheath inserter tool of
FIG. 3B, showing an outer shaft retracted from the
sheath;

FIG. 4A is a side view of another embodiment of a
sheath inserter tool, showing a sheath coupled to
the device and being implanted in a bone hole;

FIG. 4B is a side view of the sheath inserter tool of
FIG. 4A, showing an inner shaft of the device retract-
ed from the sheath;

FIG. 5A is a side view of another embodiment of a
sheath inserter tool, showing a sheath coupled to
the device and being implanted in a bone hole, with
circles representing figure positions;

FIG. 5B is a side view of the sheath inserter tool of
FIG. 5A, showing an inner shaft of the device retract-
ed from the sheath;

FIG. 6A is a perspective view of another embodiment
of a sheath inserter tool;

3 4 



EP 3 888 593 A1

4

5

10

15

20

25

30

35

40

45

50

55

FIG. 6B is side perspective view of a shaft locking
mechanism of the tool of FIG. 6A;

FIG. 6C is a perspective view of the shaft locking
mechanism of FIG. 6B shown disposed on the inner
shaft of the sheath inserter tool of FIG. 6A;

FIG. 6D is a perspective view of portions of the
sheath inserter tool of FIG. 6A showing features for
hindering movement of the inner shaft relative to the
outer shaft;

FIG. 6E is a perspective view of a guidewire locking
mechanism of the sheath inserter tool of FIG. 6A;

FIG. 6F is a perspective view of the guidewire locking
mechanism of FIG. 6E shown mounted on the sheath
inserter tool of FIG. 6A;

FIG. 6G is a perspective view of the guidewire locking
mechanism of FIG. 6E shown engaging a guidewire
of the sheath inserter tool of FIG. 6A;

FIG. 7 is a side view of another embodiment of a
sheath inserter tool;

FIG. 8 is a side view of yet another embodiment of
a sheath inserter tool;

FIG. 9 is a side view of another embodiment of a
handle portion of a sheath inserter tool;

FIG. 10A is a side view of another embodiment of a
sheath inserter tool having a rotating actuator;

FIG. 10B is an enlarged side view of a handle portion
of the sheath inserter tool of FIG. 10A;

FIG. 11A is a side view of a handle portion of yet
another embodiment of a sheath inserter tool;

FIG. 11B is a side view of the sheath inserter tool of
FIG. 11A, showing a sheath mating thereto and be-
ing implanted in bone;

FIG. 11C is a side view of the sheath inserter tool of
FIG. 11B, showing an inner shaft retracted from the
sheath;

FIG. 12 is a side and perspective view of one em-
bodiment of a sheath alignment feature;

FIG. 13 is a side view and perspective of another
embodiment of a sheath alignment feature;

FIG. 14 is a side and perspective view of another
embodiment of a sheath alignment feature;

FIG. 15 is a side perspective view of a distal end of
one embodiment of a cannula;

FIG. 16 is a side view of the cannula of FIG 15, show-
ing a forked inserter extending distally therefrom;

FIG. 17 is a side view of the cannula and forked in-
serter of FIG. 16 about to anchor a tendon against
a bone surface;

FIG.18 is a side perspective view of another embod-
iment of a distal portion of a cannula having threads
formed thereon;

FIG.19 is a side perspective view of another embod-
iment of a cannula having ribs formed thereon;

FIG.20 is side view of the cannula of FIG. 19;

FIG. 21 is a side perspective view a distal portion of
another embodiment of a inserter tool and anchor;

FIG. 22 is a side perspective view of the inserter tool
and anchor of FIG. 21 coupled together;

FIG. 23 is a side view of one embodiment of a sheath
protector;

FIG. 24 is a perspective view of another embodiment
of a sheath protector;

FIG. 25 is a side view of the sheath protector of FIG.
25, shown about to be passed through tissue;

FIG. 26 is a side view of another embodiment of a
sheath protector;

FIG. 27 is a side view of an embodiment of a sheath
protector;

FIG. 28 is a side view of additional embodiments of
a sheath protector;

FIG. 29 is a perspective view of the sheath protector
of FIG. 28 loaded onto a distal end of a sheath and
sheath inserter tool;

FIG. 30 is another perspective view of the sheath,
inserter tool, and sheath protector of FIG. 29 with
forks on the sheath inserter tool being passed
through the protector; and

FIG. 31 is another perspective view of the assembly
of FIG. 30 showing the sheath protector retracted
further relative to the sheath.
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DETAILED DESCRIPTION

[0019] Certain exemplary embodiments will now be
described to provide an overall understanding of the prin-
ciples of the structure, function, manufacture, and use of
the devices and methods disclosed herein. One or more
examples of these embodiments are illustrated in the ac-
companying drawings. Those skilled in the art will under-
stand that the devices and methods specifically de-
scribed herein and illustrated in the accompanying draw-
ings are non-limiting exemplary embodiments and that
the scope of the present invention is defined solely by
the claims. The features illustrated or described in con-
nection with one exemplary embodiment may be com-
bined with the features of other embodiments. Such mod-
ifications and variations are intended to be included with-
in the scope of the present invention.
[0020] Reference throughout the specification to "var-
ious embodiments," "some embodiments," "one embod-
iment," or "an embodiment", or the like, means that a
particular feature, structure, or characteristic described
in connection with the embodiment is included in at least
one embodiment. Thus, appearances of the phrases "in
various embodiments," "in some embodiments," "in one
embodiment," or "in an embodiment", or the like, in places
throughout the specification are not necessarily all refer-
ring to the same embodiment. Furthermore, the particular
features, structures, or characteristics may be combined
in any suitable manner in one or more embodiments.
Thus, the particular features, structures, or characteris-
tics illustrated or described in connection with one em-
bodiment may be combined, in whole or in part, with the
features structures, or characteristics of one or more oth-
er embodiments without limitation.
[0021] It will be appreciated that the terms "proximal"
and "distal" may be used throughout the specification
with reference to a clinician manipulating one end of an
instrument used to treat a patient. The term "proximal"
refers to the portion of the instrument closest to the cli-
nician and the term "distal" refers to the portion located
furthest from the clinician. It will be further appreciated
that for conciseness and clarity, spatial terms such as
"vertical," "horizontal," "up," and "down" may be used
herein with respect to the illustrated embodiments. How-
ever, surgical instruments may be used in many orienta-
tions and positions, and these terms are not intended to
be limiting and absolute.
[0022] In general, methods and devices are provided
for anchoring a ligament or tendon to bone. In an exem-
plary embodiment, the methods and devices are used to
perform a biceps tenodesis, however a person skilled in
the art will appreciate that the devices and methods can
be used in various procedures and for anchoring any
tissue to bone. In particular, various delivery tools for
implanting a sheath of an anchor assembly within a bone
hole are provided. The tools can be used to position a
tendon within a prepared bone hole, and to deliver a
sheath, and optionally a guidewire coupled to the sheath,

into the bone hole. Once the sheath is implanted within
a bone hole, a sheath expander can be inserted into the
sheath, e.g., using a driver tool. The sheath expander
will cause the sheath to expand, thereby anchoring the
sheath, with the tendon positioned therearound, within
the bone hole.
[0023] A person skilled in the art will appreciate that
the delivery tools and methods disclosed herein can be
used with a variety of implants and other surgical devices,
including measuring devices, drills, and mallets, etc. In
some embodiments, the system can include any one or
more of the following components: an anchor assembly
or an implant having a sheath and expander that is re-
ceived within the sheath; a sheath inserter tool; a driver
tool; and a loader. The components of the system can
reduce the number of steps required to perform a biceps
tenodesis, and can do so with minimal risk of injuring to
the tendon. In an exemplary embodiment, the tools are
configured for use with the anchors and drivers disclosed
in U.S. Patent Application No. 14/610,618 entitled "Bi-
ceps Tenodesis Implants and Delivery Tools," and U.S.
Patent Application No. 14/610,626 entitled "Biceps Ten-
odesis Anchor Implants," each of which is filed on even
date herewith and incorporated by reference herein in its
entirety.
[0024] The apparatus and methods described herein
may have a number of advantages over existing tech-
niques for preforming bicep tenodesis. In particular, the
entire attachment preparation procedure can be straight-
forward and requires a surgeon to take only a few quick
steps to affix the implant structure including the sheath
and the expander to the bone. A risk of damaging the
tendon during rotation of the expander or any other tech-
nique requiring rotation of a component in direct contact
with the tendon may be avoided. As a result, a risk of
causing trauma to the tendon can be reduced and the
time required to prepare and affix the tendon can be sig-
nificantly reduced, which can facilitate the surgery and
mitigate inconvenience to the patient. In addition, the de-
scribed techniques can help save operating room costs.
[0025] As indicated above, various inserter tools are
provided for inserting a sheath into a bone hole. The in-
serter tools can also be used to perform various other
functions in connection with insertion of the sheath into
a bone hole. For example, the inserter tools can be ef-
fective to initially measure a size of a tendon. Multiple
inserter tools having different sizes can be provided, with
the sizes corresponding to the appropriately sized sheath
to be used therewith. The inserter tools can also be con-
figured to insert or "plunge" a tendon into a pre-drilled
bone hole, and to maintain the tendon within the bone
hole while delivering a sheath into the bone hole. The
inserter tools can further be configured to receive a
guidewire therein that is coupled to the sheath. This can
allow the sheath with the guidewire mated thereto to be
delivered into a bone hole, and the guidewire can there-
after remain with the sheath and facilitate delivery of the
an expander into the sheath. In certain exemplary em-
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bodiments, the inserter tool can be configured to fixedly
engage the guidewire to prevent movement thereof dur-
ing plunging of the tendon and during delivery of the
sheath, and it can be configured to selectively release
the guidewire once the sheath is implanted to allow the
tool to be removed from the guidewire, leaving the sheath
implanted with the guidewire extending therefrom.
[0026] FIGS. 1A-1C illustrate one exemplary embodi-
ment of a sheath inserter tool shown having a sheath
coupled thereto. As shown, the sheath inserter tool 300
generally includes a handle assembly 302 having a prox-
imal end 300p with a proximal knob 303 and a distal end
300d with a distal actuator 304. The actuator 304 is cou-
pled to a proximal end of an outer shaft 306 that extends
distally from the actuator 304. The knob 303 is coupled
to a proximal end of an inner shaft 310 that is slidably
coupled to and extends proximally from the actuator 304.
While not shown, the inner shaft 310 can include a distal
end that mates to the actuator 304 such that the actuator
304 and outer shaft 306 are slidably movable relative to
the inner shaft 310, but that prevents disengagement of
the inner shaft 310 from the actuator 304 and outer shaft
306. By way of non-limiting example, the mating feature
can be in the form of a flange formed on a distal end of
the inner shaft 310 and sized larger than an opening
formed in a proximal end of the actuator 304 to prevent
passage of the flange therethrough. The outer shaft 306
can also include features at a distal end thereof for inter-
acting with a sheath, as will be discussed below. More-
over, the sheath inserter tool 300 can include a locking
mechanism for controlling movement of the inner and
outer shafts 310, 306 relative to one another, as will be
discussed in more detail below.
[0027] The actuator 304 can have a variety of config-
urations, but in the illustrated embodiment, the actuator
304 on the outer component has a general T-shape con-
figuration to facilitate grasping thereof. The actuator 304
can have a blind bore extending therein from the distal
end 300d and terminating just distal to the proximal-most
end. The blind bore can be configured to receive a prox-
imal end of the outer shaft 306 for mating the shaft to the
actuator 304. In an exemplary embodiment, the proximal
end of the outer shaft 306 is fixedly and non-movably
mated to the actuator 304, e.g., using adhesive, welding,
a threaded engagement, or any other mating mechanism
known in the art.
[0028] The actuator 304 can also include various fea-
tures to facilitate grasping and actuation thereof. As
shown, the actuator 304 extends laterally outward with
respect to the shaft 306 and includes distal facing finger-
gripping surfaces 340a, 340b. The proximal end 300p of
the handle assembly 302 can be placed in a user’s palm
and the user’s fingers can be positioned within the finger-
gripping surfaces 340a, 340b to allow the user to pull the
actuator 304 proximally with respect to the inner shaft
310 and knob 303. Since the actuator 304 is fixedly and
non-movably mated to the outer shaft 306, movement of
the actuator 304 relative to the knob 303 moves the outer

shaft 306 relative to the inner shaft 310.
[0029] The knob 303 of the handle assembly 302 can
also have a variety of configurations. In the illustrated
embodiment, the knob 303 is generally cylindrical and is
fixedly mated to a proximal end of the inner shaft 310.
Various mating techniques, such as those described
above, can be used to mate the two components.
[0030] As indicated above, the outer shaft 306 is cou-
pled to and extends from the actuator 304 and can have
a generally elongate cylindrical shape with a fork 308 on
a distal end 300d thereof. The fork 308 can function to
both measure a tendon, and to facilitate insertion of the
tendon and sheath 100 into a bone hole. As shown, the
fork 308 includes first and second elongate prongs 324a,
324b that are configured to extend longitudinally along
opposed sides of the sheath 100 when the sheath is cou-
pled to the distal end of the outer shaft 306. The elongate
prongs 324a, 324b can each have various shapes, such
as a square or rectangular cross-sectional shape. The
fork prongs 324a, 324b preferably have a maximum width
Wp that is sized to fit within a bone tunnel sized to receive
the sheath. The outer shaft 306 can also have an outer
diameter Db that matches the maximum width Wp of the
prongs, or in other embodiments the outer diameter Db
of the outer shaft 306 can be greater than the maximum
width Wp of the prongs to allow the distal end of the outer
shaft 306 to act as a hard stop to limit an insertion depth
of the prongs into a bone hole. The pair of prongs 324a,
324b can extend distally beyond the distal end of the
outer shaft 306 by a predetermined distance D to thereby
define a u-shaped recess 322 between the pair of prongs
324a, 324b. The u-shaped recess 322 can be configured
to receive the sheath 100 therein, with the prongs 324a,
324b extending along the opposed sidewall cut-outs in
the sheath 100.
[0031] As indicated above, the handle can include ad-
ditional features for controlling movement of the inner
and outer shafts 310, 306 relative to one another. As
shown in FIGS. 1A-1C, the handle assembly 302 in-
cludes a lock 314 disposed between the knob 303 and
the actuator 304. The lock can be mounted on the inner
shaft 310 and it can be configured to rotate about its fixed
point at the proximal end of the inner shaft 310. When in
a locked position as shown in FIG. 1A, the lock 314 ex-
tends along the entire length of the inner shaft 310 and
extends between the knob 303 and the actuator 304,
thereby preventing proximal movement of the actuator
304 and thus preventing the inner and outer shafts 310,
306 from moving longitudinally with respect to each other.
In order to move the actuator 304 and the outer shaft 306
proximally relative to the inner shaft 310, the lock 314
can be rotated 90 degrees to a perpendicular position,
as shown in FIG. 1B. Since the lock 314 is no longer
blocking movement of the actuator 304, the actuator 304
can be moved proximal from the position shown in FIG.
1B to the position shown in FIG. 1C.
[0032] This movement of the actuator 304 and outer
shaft 310 coupled thereto is effective to retract the prongs
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on the distal end of the outer shaft 310 with respect to
the sheath 100. In particular, as shown in FIG. 1C, the
sheath can include a guidewire 140 mated thereto. The
guidewire 140 can extend from the sheath 100, proximal-
ly through the outer shaft 306, and through the inner shaft
310. The knob 303 can include an internal feature for
engaging the guidewire, such as threads formed therein
for threadably mating to threads formed on a proximal
end of the guidewire, or a compressible material that en-
gages the guidewire by press-fit or any other technique
known in the art. With the guidewire being mated to the
knob 303, the knob 303 will maintain the guidewire, and
the sheath mated thereto, in a fixed position during prox-
imal movement of the actuator 304 and outer shaft 306
relative to the knob 303 and inner shaft 310. A person
skilled in the art will appreciate that the guidewire does
not need to be engaged within the knob, and in other
embodiments the guidewire could be slid into the cannu-
lation in the knob without being held by any engagement
feature.
[0033] In use, the lock 314 is preferably in the longitu-
dinal position, as seen in FIG. 1A, during insertion of the
tool and sheath through tissue, such that the lock 314
effectively blocks the actuator 304 and prevents any
movement of the inner and outer shafts 310, 306 relative
to one another. In this configuration, the sheath 100 is
loaded onto the distal end of the inserter and the fork 308
is in a fully extended position, extending distally beyond
the sheath 100. As seen in FIG. 1B, upon rotation of the
lock 314 to the unlocked position, the actuator 304 may
be moved proximally. Proximal movement of the actuator
304 will move the outer shaft 306 proximally, as shown
in FIG. 1C. The fork 308, attached to the outer shaft 306,
is thus moved proximally and withdrawn from the sheath
100. The tool 300 can be removed leaving the sheath
100, with the guidewire attached thereto, implanted in
the bone hole. As described in the aforementioned ap-
plications, incorporated herein by reference, a driver tool
can then be used to insert an expander, such as a screw,
into the sheath to thereby anchor the sheath and a tendon
positioned therearound, within the bone hole. In an ex-
emplary embodiment, the expander is delivered over the
guidewire and into the sheath.
[0034] A person skilled in the art will appreciate that
the various features shown with respect to FIGS. 1A-1C
can be used in combination with any of the other devices
disclosed herein, and that the features of the other de-
vices disclosed herein can similarly be used with respect
to FIGS. 1A-1C. By way of non-limiting example, each
of the tools disclosed herein can include a guidewire
grasper that is configured to engage and releasably re-
tain a guidewire in a fixed position with respect to the
inner or outer components of the tool, i.e., the component
that does not have the fork. Moreover, each of the tools
disclosed herein can additionally or alternatively include
a locking mechanism that is configured to lock the inner
and outer components relative to one another, and the
locking mechanism can have any of the various config-

urations disclosed herein. The tools can also include oth-
er features, such as those disclosed in the above-refer-
enced patent applications.
[0035] FIGS. 2A-B show another embodiment of a
sheath inserter tool 400 that is similar to the embodiment
of FIGS. 1A-1B, but that includes a different handle as-
sembly. In particular, the tool 400 includes a handle 402
that is configured to releasably engage a guidewire 140
coupled to a sheath 100. An outer shaft 406 slides within
and extends distally from the handle 402. A proximal end
of the outer shaft 406 is disposed within the handle 402
and is coupled to an actuator 404. Both the actuator 404
and the outer shaft 406 are slidably movable with respect
to the handle 402 to thereby allow the outer shaft 406,
with the fork on the distal end thereof, to be retracted
relative to the sheath and guidewire. The fork on the distal
end of the inserter tool is not described in detail, as it can
have the same configuration as the fork described above
with respect to FIGS. 1A-1C.
[0036] The handle 402 in this embodiment has a gen-
erally elongate cylindrical configuration to facilitate
grasping thereof. The handle 402 can have a blind bore
extending therein from the distal end 402d and terminat-
ing just distal to the proximal-most end 400p. The bore
can include a guidewire grasping element (not shown)
for releasably engaging a guidewire. The grasping ele-
ment can have a configuration as previously described
with respect to FIGS. 1A-1C, or it can have a configura-
tion as described in the aforementioned patent applica-
tions which are incorporated herein by reference. A distal
portion of the bore can slidably receive the proximal end
of the outer shaft 406. The handle 402 can further include
elongate longitudinal cut-outs 438a, 438b formed in op-
posite sidewalls thereof and in communication with the
bore. The cut-outs 438a, 438b can allow the actuator 404
to extend therethrough and to slidably move there along.
[0037] The actuator 404 in this embodiment is similar
to the actuator of FIGS. 1A-1C and is generally T-shaped
with distal facing finger-gripping surfaces 440a, 440b.
The actuator 404 extends laterally outward from opposed
sides of the handle 402, and thus allows a user to place
the proximal end 400p of the handle 402 in their palm
and to grasp the actuator 404 with one or more fingers
to pull the actuator 404 proximally. The actuator can thus
slide proximally and distally relative to the handle. The
actuator 404 can be fixedly mated to or integrally formed
on the proximal end of the outer shaft 406. As a result,
movement of the actuator 404 relative to the handle 402
moves the outer shaft 406 relative to the handle 402
(once the lock 414 is released). While not shown, a per-
son skilled in the art will appreciate that the guidewire
extends through a lumen in the outer shaft, through a
lumen in the actuator, and through the bore in the handle.
[0038] As indicated above, the handle can include ad-
ditional features for controlling movement of the outer
shaft 406 relative to the handle 402. As shown in FIGS.
2A-2B, the handle 402 includes a lock 414 disposed ther-
eon. The lock 414 can be actuated by pressing the lock
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414 into the handle 402. When in a locked position as
shown in FIG. 2A, the lock 414 blocks proximal move-
ment of the actuator 404 and thus locks the outer shaft
406 in a fixed position relative to the handle 402. In order
to move the actuator 404 and the outer shaft 406 proxi-
mally relative to the handle 402 (thereby retracting the
fork 408 relative to the guidewire and the sheath 100),
the lock 414 must be moved to an unlocked position,
shown in FIG. 2B, in which the actuator 404 is free to
move proximally. Movement of the lock between the
locked and unlocked positions can be achieved using,
for example, a push-button mechanism having a rotating
component that alternates between two positions, the
locked and unlocked position.
[0039] FIGS. 3A-3C show another embodiment of a
sheath inserter tool 500 that is similar to the embodiment
of FIGS. 2A-2C, but that has a pistol-grip handle assem-
bly. As shown, the tool 500 generally includes a handle
502, an actuator 504 slidably disposed within and ex-
tending through the handle 502, and an outer shaft 506
coupled to the actuator 504 and extending within and
distally from the handle 502. The outer shaft 506 can
include the fork on the distal end thereof, as previously
described above with respect to FIGS. 1A-1C.
[0040] The handle 502 has a generally elongate cylin-
drical configuration with a pistol-grip portion to facilitate
grasping thereof. The handle 502 can have a blind bore
extending therein from the distal end 502d and terminat-
ing just distal to the proximal-most end. The bore can be
configured to receive the guidewire mated to the sheath,
as shown, and a distal portion of the bore can receive
the proximal end of the outer shaft 506 for mating the
shaft to the actuator. The handle 502 can further include
an elongate longitudinal cut-out 538a formed in a sidewall
thereof and in communication with the inner lumen. The
cut-out 538a can allow the actuator 504 on the inner com-
ponent to extend therethrough and to slidably move there
along.
[0041] The actuator 504 is generally trigger-shaped
and includes a distal facing finger-gripping surface 540a.
The actuator 504 extends laterally outward from a side
of the handle 502, and thus allows a user to place the
pistol-grip portion of the handle 502 in their palm and to
grasp the actuator 504 with one or two fingers to pull the
actuator 504 proximally towards the pistol-grip portion of
the handle 502. The actuator can thus slide proximally
and distally relative to the handle. The actuator 504 can
be fixedly mated to or integrally formed on the proximal
end of the outer shaft 506. As a result, after the lock 514
is released, movement of the actuator 504 relative to the
handle 502 moves the outer shaft 506 relative to the han-
dle 502 and to the guidewire coupled to the sheath 100.
[0042] As shown in FIGS. 3A-3C, the handle 502 in-
cludes a lock 514 disposed thereon that is similar to the
lock 414 of FIGS. 2A-2C. The lock 514 can be moved
into a locked position by pushing the lock 514 into the
handle 502. When in a locked position as shown in FIG.
3B, the lock 514 prevents proximal movement of the ac-

tuator 504 and locks the outer shaft 506 from moving
longitudinally with respect to the handle 502. In order to
move the actuator 504 and the outer shaft 506 proximally
relative to the handle 502 and the guidewire, the lock 514
must be moved to an unlocked position. This can be
achieved by pressing the lock 514 so that it moves out
and no longer blocks movement of the actuator 504.
Proximal movement of the actuator 504 will retract the
fork 508 from the sheath 100, as shown in FIG. 3C.
[0043] FIGS. 4A-4B show another embodiment of a
sheath inserter tool 600. In this embodiment, rather than
having an outer shaft with a fork that is moved proximally
relative to the guidewire coupled to the sheath, the tool
600 includes an inner component having the fork thereon,
and the inner component is moved proximally relative to
an outer component and the guidewire. In particular, the
tool 600 includes an outer component having a handle
602 with an outer shaft 606 extending distally therefrom,
and an inner component that includes an actuator 604 in
the form of a finger loop that is coupled to a proximal end
of an inner shaft 610 that extends through the handle 602
the outer shaft 606. Movement of the inner shaft relative
to the outer shaft is effective to move the fork between
an extended position, in which the fork extends beyond
a distal end of the outer shaft, and a retracted position,
in which the fork is retracted into the outer shaft. Once
the sheath is positioned in the bone hole, the lock 614
can be released and the fork can be retracted from the
sheath. The distal end of the outer shaft 606 can abut
the proximal end of the sheath 100 to maintain the sheath
within the bone hole.
[0044] The handle 602 in this embodiment has a gen-
erally T-shaped configuration with one side being in the
form of a finger loop and the other side being in the form
of a half-loop having a generally elongated arced shaped.
This configuration allows a user to rest one finger, e.g.,
their pointer finger, against the half-loop, and to insert
another finger, e.g., their middle finger, through the finger
loop. The finger loop and half-loop that form the handle
602 can be integrally formed on or fixedly mated to a
proximal end of the outer shaft 602. Both the outer shaft
and the handle 602 can include a central lumen extending
therethrough for slidably receiving the inner shaft 610.
[0045] The actuator 604, which is positioned proximal
to the handle 602 and which is coupled to the inner shaft
610, is generally loop-shaped and is configured to re-
ceive, for example, a user’s thumb. The actuator 604 can
be fixedly mated to or integrally formed on the proximal
end of the inner shaft 610. As a result, movement of the
actuator 604 relative to the handle 602 moves the inner
shaft 610 relative to the outer shaft 606.
[0046] As shown in FIGS. 4A-4B, the tool 600 can also
include a lock 614 for locking the inner and outer shafts
610, 606 in a fixed position relative to one another. In
one embodiment, the lock 614 can be in the form of a
removable structure that can be snapped onto the inner
shaft 610 and that can also engage a flange or other
feature (not shown) formed on a proximal end of the han-

13 14 



EP 3 888 593 A1

9

5

10

15

20

25

30

35

40

45

50

55

dle 602. When the lock 614 is mated to the inner shaft
610 and the handle 602, the inner and outer shafts 610,
606 are prevented from longitudinal movement. The de-
vice can be inserted through tissue or through a cannula
in the locked position, and once the sheath is implanted
within a bone hole, the lock 614 can be removed by mov-
ing the lock 614 laterally away from the device 600. With
the lock removed, as shown in FIG. 4B, the actuator 604
and the inner shaft 610 can be moved proximally away
from the handle 602 and outer shaft 610, thereby retract-
ing the fork 608 out of the sheath 100 and into the outer
shaft 606. The outer shaft 606 can remain in position,
pressing the sheath into the bone hole.
[0047] FIGS. 5A-B show another embodiment of a
sheath inserter tool 700 that functions in a similar manner
to the tool of FIGS. 4A-4B, but that includes a different
handle assembly. In particular, the tool 700 includes an
outer component having a handle 702 with an outer shaft
706 extending therefrom, and an inner component that
includes an actuator 704 that is slidably coupled to an
inner shaft 710 extending from the actuator 704 and
through the handle 702 and the outer shaft 706.
[0048] The handle 702 has a generally elongate cylin-
drical configuration to facilitate grasping thereof. The di-
ameter can remain constant along the length of the han-
dle 702, or a proximal or the handle can taper inward in
a proximal direction, and a distal portion of the handle
can taper inward in a distal direction, as shown. The han-
dle 702 can have a bore extending entirely therethrough.
The bore can be configured to slidably receive the inner
shaft therethrough, and a distal portion of the bore can
receive the proximal end of the outer shaft 706 for mating
the outer shaft to the handle. Various mating techniques
as described above can be used to fixedly mate the outer
shaft 706 to the handle 702.
[0049] The actuator 704 in this embodiment has a con-
ical shape that tapers inward in a distal direction to form
a distal facing finger-gripping surface 740a. The actuator
704 is positioned proximal of the handle 702 to thus allow
a user to wrap their fingers around the handle, as indi-
cated by the circles, and to place their thumb in the finger-
gripping surface 740a to push the actuator 704 proximally
upwards away from the handle 702. The actuator can
thus slide proximally and distally relative to the handle
702. The actuator 704 can be fixedly mated to or integrally
formed on the proximal end of the inner shaft 710. As a
result, movement of the actuator 704 relative to the han-
dle 702 moves the inner shaft 710 relative to the outer
shaft 706.
[0050] As shown in FIGS. 5A-5B, the device 700 fur-
ther includes a lock 714 disposed on the inner shaft 710
and configured to engage the proximal portion of the han-
dle 702. While not shown, the handle 702 can include a
flange or other feature that is engaged by the lock 714
so as to allow the lock 714 to prevent movement of the
inner shaft 710 and the handle relative to one another.
The lock 714 can alternatively engage the actuator 704,
rather than the inner shaft 710, to prevent movement of

the inner and outer components relative to one another.
When in a locked position as shown in FIG. 5A, the lock
714 prevents proximal movement of the actuator 704 and
locks the inner and outer shafts 710, 706 from moving
longitudinally with respect to each other. In order to move
the actuator 704 and the inner shaft 710 proximally rel-
ative to the handle 702 and outer shaft 710, and to thereby
retract the fork 708 from within the sheath 100, the lock
714 can be removed from the device, as can be seen in
FIG. 5B.
[0051] FIGS. 6A and 7 show two additional embodi-
ments of sheath inserter tools 800, 800’, each of which
includes an outer component having a handle 802, 802’
with an outer shaft 806, 806’ extending distally therefrom,
and an inner component that includes an actuator 804,
804’ that is positioned distal of the handle 802, 802’ and
that is mated to or integrally formed on the inner shaft
810, 810’. The actuator 804, 804’ can extend through
longitudinal slots in the outer shaft 806, 806’, and the
inner shaft 810 can be slidably disposed within the outer
shaft 806, 806’. While not described in detail, a person
skilled in the art will appreciate that the tools of FIGS. 6
and 7 can function as previously described with respect
to FIGS. 4A-4B.
[0052] Each handle 802, 802’ can have a generally
conical, knob-like configuration for allowing the handle
to sit within a user’s palm. The handles 802, 802’ can
include distal-facing recesses formed therein that are
configured to seat the finger loop or loops on the actuator,
as will be discussed below. Each handle 802, 802’ can
also have a blind bore extending therein from the distal
end and terminating at a location distal to the proximal-
most end. The bore can be configured to receive and
releasably mate to a guidewire, as described above with
respect to FIGS. 1A-1C. A distal portion of the bore can
receive the proximal end of the outer shaft 806 for mating
the shaft to the handle. The outer shaft 806 can further
include two elongate longitudinal cut-outs 838a, 838b,
as shown in FIG. 6A, or only a single cut-out 838a’ as
shown in FIG. 7, formed in the sidewall thereof and in
communication with the inner lumen. The cut-outs 838a,
838b, 838a’ can allow the actuator 804 on the inner com-
ponent to extend therethrough and to slidably move there
along.
[0053] The actuator 804 in FIG. 6A has first and second
finger loops for receiving a user’s fingers, e.g., the pointer
and middle fingers. The actuator 804’ in FIG. 7 only has
a single finger loop for receiving a single finger, e.g., a
pointer finger or thumb. Each actuator 804, 804’ extends
laterally outward from a sidewall of the outer shaft 806,
806’, and thus allows a user to place the proximal end of
the handle 802, 802’ in their palm and to grasp the actu-
ator 804, 804’ with one or more fingers to pull the actuator
804, 804’ proximally. The actuator can thus slide proxi-
mally and distally relative to the handle. The actuator
804, 804’ can be fixedly mated to or integrally formed on
a proximal portion of the inner shaft 810, 810’. Preferably,
the inner shaft 810 810’ extends proximally beyond the
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actuator to allow the proximal end of the inner shaft to
extend into the handle 802 and to be engaged by the lock
814, discussed below. In use, movement of the actuator
804, 804’ relative to the handle 802, 802’ moves the inner
shaft 810, 810’ relative to the outer shaft 806, 806’ and
relative to a guidewire coupled to the handle 802, 802’.
[0054] Each tool can further include a lock 814 extend-
ing through the handle 802, as seen in FIG. 6A. While
only FIG. 6A illustrates a lock, a person skilled in the art
will appreciate that the tool of FIG. 7 can likewise include
a lock. The lock 814 is shown in more detail in FIGS. 6B-
6D, and is generally in the form of an elongate member
having a central opening or elongate cut-out 814c formed
therein. As shown in FIG. 6B, the cut-out 814c can include
an engagement feature 814e, such as a protrusion or
ledge, that is configured to be moved in and out of one
or more grooves formed in the proximal end of the inner
shaft 810. In an exemplary embodiment, as shown, one
end of the lock 814 can include a bump 814a formed
therein and the other end of the lock 814 can include a
recess 814b formed therein. The engagement feature
814e can be formed within the cut-out 814c at a location
adjacent to the bump 814a, such that the bump 814a can
indicate the closed positioned, whereas the recess 814b
can indicate the open position, as will be discussed in
more detail below. As shown in FIG. 6C, the proximal
end of the inner shaft 810 can include three grooves
815a, 815b, 815c formed therein and spaced longitudi-
nally there along. The proximal-most groove 815a can
correspond to a position in which the inner shaft 810 is
fully extended relative to the outer shaft 806, the distal-
most groove 815c can correspond to a position in which
the inner shaft 810 is fully retracted relative to the outer
shaft 806, and the middle groove 815b can correspond
to a mid-position between the fully extended and fully
retracted positions. A person skilled in the art will appre-
ciate that the inner shaft 810 can include any number of
grooves formed therein as may be desired. FIG. 6C il-
lustrates the lock 814 engaged in the middle position with
the middle groove 815b, with the bump 814a positioned
closer to the inner shaft 810 than the recess 814b. The
inner shaft 810 is thus preventing from moving relative
to the outer shaft 806. Pressing on the recess 814b to
slide the lock 814 relative to the handle 802 will move
the engagement feature 814e out of engagement with
the groove 815b, thus allowing free slidable movement
of the inner shaft 810 relative to the outer shaft 806.
[0055] As shown in FIG. 6D, the inner shaft can also
include features that resist movement of the inner shaft
relative to the outer shaft when the lock 814 is disen-
gaged. Such features can also include the position of the
inner shaft relative to the proximal-most, middle, and dis-
tal-most positions as defined by the grooves 815a-c. In
the illustrated embodiment, a collar 816 is disposed
around the proximal end of the inner shaft 806 and it
includes opposed elongate slots 817, 819 formed therein.
While only slot 817 is discussed, it will be appreciated
that slot 819 can include the same features and can func-

tion in the same manner. As shown, slot 817 can include
a three notches formed therein, a proximal-most notch
817p, a middle notch 817m, and a distal notch 817d.
Each notch 817p, 817m, 817d can be configured to fric-
tionally engage a pin 810p formed on or coupled to the
proximal end of the inner shaft 810, at a location above
the grooves 815a-c. The notches can engage the pin to
hinder but not prevent movement. Moreover, each notch
817p, 817m, 817d can be positioned such that, when the
pin 810p is seated therein, the button 814 will be aligned
with the corresponding proximal, middle, or distal
grooves 815a-c. In order to allow the notches 817p,
817m, 817d to engage the pin 810p, the collar 816 can
include side slots 821a, 821b formed on opposed sides
thereof. The side slots 821a, 821b allow the sidewalls
surrounding slot 817 to flex as the pin 810p is moved into
a notch 817p, 817m, 817d.
[0056] The device can also include a feature for pre-
venting longitudinal movement of the guidewire. FIGS.
6E-6G illustrate a button 842 that is configured to releas-
ably engage the guidewire G extending through the shaft
806. As shown, the button includes a head 842h and
shaft 842s extending therefrom. The shaft 842s includes
a slot or cut-out 842c formed in the distal end thereof for
engaging the guidewire G. The cut-out 842c is configured
to snap onto the guidewire G to prevent movement of the
guidewire G relative to the button 842. The outer shaft
806 can include an opening 842a formed therein for re-
ceiving the button 842. In use, the button 842 can be
pressed through the opening 842a to cause the cut-out
842c to engage the guidewire G, and removing the button
can release the guidewire G.
[0057] FIG. 8 shows another embodiment of a sheath
inserter tool 900 that functions in a similar manner as
described above. In general, the tool includes an outer
component having a handle 902 with an outer shaft 906
extending therefrom, and an inner component that in-
cludes an actuator 904 that is coupled to the inner shaft
910, which extends through the handle 902 and the outer
shaft 906.
[0058] The handle 902 has a generally elongate cylin-
drical configuration to facilitate grasping thereof. The
handle 902 can have a bore extending entirely there-
through. The bore can be configured to slidably receive
the inner shaft therethrough, and a distal portion of the
bore can receive the proximal end of the outer shaft 906
for mating the shaft to the handle. The handle 902 can
further include a side cut-out 938a formed in a sidewall
thereof and a top cut-out or opening 938b formed in the
proximal-most end thereof. The side cut-out 938a can
allow a lateral finger grip 940a to extend therethrough,
and the top cut-out 938b can allow a proximal finger grip
940b to extend therethrough.
[0059] The actuator 904 is generally conical and in-
cludes a biasing element 905 (such as a spring) proximal
to the inner shaft 910 in the handle 902 that, in a com-
pressed state, results in the fork 908 being in a fully ex-
tended position when the sheath 100 is mated to the tool
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(as shown in FIG. 8). The actuator 904 can be actuated
by pressing the lateral finger grip 940a radially inward
toward the handle 902 until the surface 940a is within the
handle. This radially inward movement causes the bias-
ing element 905 to be released from the compressed
state. The release of the biasing element 905 will cause
the biasing element 905 to move proximally to an elon-
gated, relaxed state, which will cause the inner shaft 910
to move proximally with respect to the outer shaft 906
and handle 902, thereby retracting the fork 908 from the
sheath 100 and into the outer shaft. After first actuation
and as the biasing element 905 of the actuator 904 moves
to a relaxed state, the movement will cause the proximal
finger grip 940b to move proximally relative to the handle
902.
[0060] Distal movement of the proximal finger grip
940b can reverse the retraction, causing the biasing el-
ement 905 to re-compress by moving the spring distally
into a compressed state until the lateral finger grip 940a
can again extend through the cut-out 938a. This move-
ment will cause the inner shaft 910 to move distally again.
A user can place the elongate cylindrical configuration
of the handle 902 in their palm and manipulate the actu-
ator 904 with, for example, a thumb. The actuator 904
can be fixedly mated to or integrally formed on the prox-
imal end of the inner shaft 910. As a result, movement
of the actuator 904 relative to the handle 902 moves the
inner shaft 910 relative to the outer shaft 906.
[0061] FIG. 9 shows a proximal portion of another em-
bodiment of a sheath inserter tool 1000 that can function
as previously described with respect to FIGS. 4A-4B. In
this embodiment, the tool 1000 includes an outer com-
ponent having a handle 1002 with an outer shaft 1006
extending therefrom, and an inner component that in-
cludes an actuator 1004 that is slidably disposed relative
to the handle 1002 and that is coupled to an inner shaft
1010 extending through the handle and through the outer
shaft 1006. While not shown, the distal end can be similar
to the aforementioned embodiments, with the inner shaft
including a fork thereon as described with respect to
FIGS. 1A-1C.
[0062] The handle 1002 has a generally elongate cy-
lindrical configuration to facilitate grasping thereof. The
handle 1002 can have a blind bore extending there-
through from the distal end 1002d and terminating just
distal to the proximal-most end. The bore can be config-
ured to receive a proximal end of a guidewire mated to
a sheath. While not shown, the bore can include a
guidewire grasper for releasably engaging the guidewire,
as discussed above. A distal portion of the bore can re-
ceive the proximal end of the outer shaft 1006 for mating
the shaft to the handle. The handle 1002 can further in-
clude an elongate longitudinal cut-out 1038a formed in
a sidewall thereof and in communication with the inner
lumen. The cut-out 1038a can allow the actuator 1004
on the inner component to extend therethrough and to
slidably move there along.
[0063] The actuator 1004 is in the form of a sliding but-

ton or knob that includes a finger-gripping surface 1040a.
The actuator 1004 extends laterally outward from a side
of the handle 1002, and thus allows a user to place the
handle 1002 in their palm and to manipulate the actuator
1004 with fingers, for example a thumb, to move the ac-
tuator 1004 proximally and distally relative to the handle.
The actuator 1004 can be fixedly mated to or integrally
formed on the proximal end of the inner shaft 1010. As
a result, movement of the actuator 1004 relative to the
handle 1002 moves the inner shaft 1010 relative to the
outer shaft 1006, thereby retracting a fork on the distal
end of the inner shaft from a sheath (not shown) and into
a distal end of the outer shaft. Similar to the other em-
bodiments, the handle 1002 can also include a lock (not
shown).
[0064] FIGS. 10A-10B show another embodiment of a
sheath inserter tool 1100 that functions in a similar man-
ner to the aforementioned embodiments, and that gen-
erally includes an outer component having a handle 1102
with an outer shaft 1106 extending therefrom, and an
inner component that includes an actuator 1104 that is
positioned proximal to the handle 1102 and that is cou-
pled to a proximal end of an inner shaft 1110 extending
through the handle 1102 and through the outer shaft
1106.
[0065] The handle 1102 has a generally elongate cy-
lindrical configuration to facilitate grasping thereof. The
handle 1102 can have a bore extending entirely there-
through for receiving the inner shaft. A distal portion of
the bore can receive the proximal end of the outer shaft
1106 for mating the shaft to the handle. The bore can
allow the actuator 1104, or a portion thereof, on the inner
component to extend therethrough and to rotatably move
thereabove.
[0066] The actuator 1104 is generally disc-shaped and
includes a finger-gripping surface 1140a. The actuator
1104 is positioned at a proximal end of the handle 1102,
and thus allows a user to place the elongate cylindrical
configuration of the handle 1102 in their palm and to ma-
nipulate the actuator 1104 with, for example, a thumb to
rotate the actuator 1104 relative to the handle 1102. The
actuator 1104 can be threadably mated to the proximal
end of the inner shaft 1110. In particular, the actuator
1104 can include a cylindrical shaft extending longitudi-
nally from the disc-shaped portion and having threads
formed therein that are configured to mate with threads
on a proximal end of the inner shaft. The actuator 1104
can be coupled to the handle 1102 such that it is freely
rotatable, but is prevented from moving axially. As a re-
sult, rotation of the actuator 1104 relative to the handle
1102 moves the inner shaft 1110 relative to the outer
shaft 1106. Rotation of the actuator 1104 can thus cause
proximal movement of the inner shaft 1110 relative to the
handle 1102 and outer shaft 1110 to thereby retract a
fork on the inner shaft from a sheath and into the outer
shaft. Similar to the other embodiments, the handle 1102
can also include a lock (not shown). The lock can be
incorporated into the actuator 1104, for example by using
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ball and detents that retain the actuator 1104 in one or
more positions.
[0067] FIGS. 11A-11C show another embodiment of a
sheath inserter tool 1200 having an outer component with
a handle 1202 with an outer shaft 1206 extending distally
therefrom, and an inner component that includes an ac-
tuator 1204 that is pivotably coupled to the handle 1202
and that is coupled to an inner shaft 1210 extending
through the outer shaft 1206. The tool functions in a sim-
ilar manner as described above with respect to FIGS.
4A-4B, with the inner shaft having a fork on a distal end
thereof that is movable between extended and retracted
positions.
[0068] The handle 1202 in this embodiment has a gen-
erally elongate cylindrical configuration to facilitate
grasping thereof. The handle 1202 can have a blind bore
extending therethrough from the distal end 1202d and
terminating just distal to the proximal-most end. The bore
can be configured to receive a guidewire coupled to the
sheath, and it can optionally include components for re-
leasably engaging the guidewire. A distal portion of the
bore can receive the proximal end of the outer shaft 1206
for mating the shaft to the handle.
[0069] The actuator 1204 in this embodiment is gen-
erally lever-shaped and includes finger-gripping surface
1240a. The actuator 1204 is pivotably attached to the
handle 1202 and extends laterally outward in a resting
position from a side of the handle 1202, as shown in FIG.
11A. This allows a user to place the handle 1202 in their
palm and to manipulate the actuator 1204 with their fin-
gers (as indicated by the circles) to squeeze and pivotally
move the actuator 1204 toward the handle 1202. A link-
age 1207 extends from a proximal end of the actuator
1204 and is coupled to a distal end of a biasing element,
e.g., a spring 1209 located inside the handle 1202. The
spring is positioned proximal to the inner shaft 1210 and
is coupled to the inner shaft 1210. At rest, the biasing
element of the actuator 1204 causes the fork 1208 on
the inner shaft to be in a fully extended position, extending
from the outer shaft 1206. In FIG. 11C, upon pivotal
movement of the actuator 1204 relative to the handle
1202, the linkage causes the spring to compress proxi-
mally, thereby moving the inner shaft proximally relative
to the outer shaft 1206 to retract the fork 1208 into the
outer shaft. Similar to the other embodiments, the handle
1202 can also include a lock (not shown) which can be
separate from or incorporated into the actuator 1204.
[0070] A person skilled in the art will appreciate that
the various tools discussed above can have a variety of
configurations. For example, while tools are described
having a handle with a bore that receives a proximal end
of the outer shaft, in each of these embodiments the han-
dle can be integrally formed on the outer shaft or the
outer shaft can be mated to a distal facing surface of the
handle without the need to extend into the handle. Other
similar modifications can be made as needed to connect
the various components.
[0071] FIGS. 12-14 show embodiments of a sheath

alignment feature that can be included in an inserter tool,
including any of the inserter tools discussed above. FIG.
12 shows an outer shaft 1306 and inner shaft 1310. A
fork 1308 is formed on or mated to the distal end of the
inner shaft 1310, and the fork 1308 includes first and
second elongate prongs 1324a, 1324b extending longi-
tudinally from opposed sides of the inner shaft 1310. The
outer shaft 1306 includes a sheath alignment feature
1312 formed on a distal end thereof and having a gen-
erally cone-shaped configuration, tapering inward in a
distal direction. The shape can be configured to match
the shape of an inner lumen or bore in a sheath so as to
allow the sheath alignment feature to be received within
the sheath when the sheath is mated to the inserter tool.
The sheath alignment feature 1312 can further include
cut-outs or openings formed in opposed sides adjacent
to the proximal end for receiving the prongs therethrough.
The sheath alignment feature 1312 can have a proximal
portion having a diameter that is smaller than the diam-
eter of the distal end of inner shaft. This allows the first
and second elongate prongs 1324a, 1324b on the inner
shaft 1310 to extend through the cut-outs in the sheath
alignment feature (or the distal end of the outer shaft)
and to extend along opposed sides of the sheath align-
ment feature 1312. In use, the sheath alignment feature
can extend into a sheath coupled to the tool, thereby
facilitating alignment of the sheath with respect to the
tool. The prongs can extend along the sheath alignment
feature and along opposed sidewalls slots in the sheath.
An exemplary sheath for use with this configuration of a
distal end of an inserter tool is described in more detail
in the applications incorporated by reference above.
[0072] FIG. 13 shows another embodiment of a sheath
alignment feature 1362 that is similar to the embodiment
of FIG. 14, but that includes elongate cut-outs formed in
opposed sides of the sheath alignment feature 1362. In
particular, the inner shaft 1360 includes a fork 1358 first
and second elongate prongs 1374a, 1374b that extend
longitudinally along opposed sides of the sheath align-
ment feature 1362 on the outer shaft 1360. The sheath
alignment feature includes first and second opposed cut-
outs 1375a, 1375b formed therein and configured to re-
ceive the first and second elongate prongs 1374a, 1374b.
[0073] FIG. 14 shows another embodiment of a distal
portion of an insertion tool that is similar to the embodi-
ments of FIGS. 12 and 13, but that includes an elongate
slot in the outer shaft 1406 for receiving the forks on the
inner shaft 1410. In particular, the distal end of the outer
shaft 1406 is closed with an elongate slot 1416 formed
therein. The elongate slot is dimensioned and configured
for receiving first and second prongs 1424a, 1424b of
fork 1408 such that the first and second prongs 1424a,
1424b can extend distally from the distal end of inner
shaft 1410, as with other embodiments. Moreover, in this
embodiment a sheath alignment feature 1412 is formed
on the fork 1408 between the first and second prongs
1424a, 1424b. The illustrated sheath alignment feature
1412 has a generally cone-shaped configuration, taper-
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ing inward in a distal direction.
[0074] FIGS. 15-20 illustrate various tools for maintain-
ing tension on a tendon during anchoring of the tendon.
These features can be incorporated into an inserter tool,
including any of the inserter tools discussed above, or
they can be provided on a separate tool, such as a can-
nula. FIGS. 15-17 illustrate one embodiment of a tool, in
the form of a cannula that includes an outer shaft 1502
having a distal end 1502d with a saddled or beveled edge
1506 forming an angled viewing window. The beveled
edge 1506 can be rounded and can extend cross-sec-
tionally through the shaft 1502 from a first sidewall 1510
to a second sidewall 1512 on the opposite side of the
shaft 1502, such that the first sidewall 1510 extends a
distance distally beyond the second sidewall 1512. Such
a configuration will result in an opening through the sec-
ond sidewall 1512 when the cannula 1500 is positioned
against tissue and bone, as shown in FIG. 17.
[0075] In use, a forked inserter tool 1514 can be passed
through the outer shaft 1502 to allow prongs 1518a,
1518b on the forked distal end 1516 to be used to ad-
vance a tendon into a bone hole. The forked inserter tool
1514 can move axially relative to the outer shaft 1502 to
retract and extend the prongs 1518a, 1518b into and from
the outer shaft 1502. As shown in FIG. 17, the distal-most
end of the outer shaft 1502 can be positioned on a tendon
T against bone B to pinch the tendon T to be anchored
and thereby prevent slippage of the tendon T. The outer
shaft 1502 is preferably positioned on a side of the bone
hole H that the tendon extends from, e.g., the distal side
of a bone hole on the humerus for a biceps tenodesis
procedure. The outer shaft will thus maintain a tension
of the tendon T, while the forked inserter tool is extended
to push or dunk the tendon into the bone hole. During
dunking, the portion of the tendon that is not anchored
to the bone by the outer shaft will be pushed into the bone
hole. While not shown, the fork can have a sheath loaded
thereon that is inserted into the bone hole to maintain the
tendon in the bone hole.
[0076] In some embodiments, as shown in FIGS.
18-20, the cannula or outer shaft of an inserter tool can
include various features formed thereon to resist backout
or any unintentional proximal movement of the outer shaft
during use. For example, FIG. 18 illustrates threads 1522
formed on an outer shaft 1520 and FIGS. 19 and 20 il-
lustrate ribs 1532 formed on the outer shaft 1530. The
threads and ribs can provide resistance against the sur-
rounding tissue to resist any unintentional proximal
movement of the outer shaft. In some embodiments, the
distal portion of the outer shaft can be free of surface
features. In some embodiments, the distal portion of the
outer shaft can be formed from a transparent material,
can include a compressible material, and/or can have
smooth surface.
[0077] In another embodiment, a sheath inserter can
include a distal end having movable tendon engagement
features. As shown in FIGS. 21-22, an inserter tool 1600
is provided and includes an outer shaft 1602 coupled to

a handle as discussed above and an inner shaft 1604
having a tendon engagement member 1606. The tendon
engagement member 1606 can be in the form of a piv-
otable arm having a proximal end that is coupled to the
inner shaft 1604 via a hinge 1610 or similar attachment
mechanism. The distal end of the tendon engagement
member 1606d can move laterally away from and rotate
about the axis of the hinge. The distal end of the inner
shaft 1604d can be inserted into an anchor 1620. The
anchor 1620 can have an inner lumen 1624 to receive
the distal end of the inner shaft 1604d, ribs 1622 formed
thereon and a recess feature 1626 to receive the tendon
engagement feature. As shown in FIG. 22, when the an-
chor 1620 is coupled to the inserter 1600 the proximal
end of the anchor 1620p abuts the distal end of the outer
shaft 1602d. The distal end of the inner shaft 1604d can
extend through the inner lumen 1624 and past the distal
end of the anchor 1620d. The tendon engagement fea-
ture 1606 can be advanced and articulated to grab the
tendon and pull the tendon proximate to the anchor 1620.
The inserter 1600 can then be advanced to position the
tendon and the anchor 1620 inside the bone hole. The
tension on the tendon is thus maintained by the inserter
tool during insertion of the tendon into the bone hole. A
person skilled in the art will appreciate that while the an-
chor 1620 is illustrated with threads formed thereon, the
anchor can be non-threaded or can include along only
portions or the entire length thereof.
[0078] FIGS. 23-31 illustrate various embodiments of
a sheath/fork protector that is configured to cover a
sheath/fork and optionally a distal portion of a sheath
inserter tool during insertion through tissue, and/or that
facilitates insertion of the device through tissue. FIG. 23
shows a disposable, thin-walled sheath protector 2105
that effectively covers a sheath 2106, a fork with prongs
2107, and a distal end of an inserter 2108. In this em-
bodiment, the sheath protector 2105 has a generally
elongate cylindrical configuration with a conical distal tip.
The conical distal tip can function as an obturator to fa-
cilitate penetration through tissue percutaneously. The
length of the sheath protector can be configured to allow
the sheath protector 2105 to extend over a portion of the
distal end of the outer shaft. A proximal end of the sheath
protector 2105 can include a tab extending radially out-
ward therefrom to facilitate grasping of the sheath pro-
tector. In use, the sheath protector is inserted through
tissue in the position shown in FIG. 23. The tab on the
proximal end can then be grasped and the sheath pro-
tector can be slid proximally along the outer shaft to ex-
pose the sheath and the distal end of the inserter tool
once inserted. To allow such movement, the distal con-
ical portion of the sheath protector can include one or
more slits formed therein to allow the distal end to open
up and expand around the sheath and outer shaft.
[0079] FIGS. 24-25 show another embodiment of a
sheath protector 2121 with an angled distal tip 2121d,
which can assist in accurate insertion in procedures when
narrow or small insertion points are required. FIG. 26
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shows another embodiment where the sheath protector
2130 has a semi-cylindrical shape and is open along its
entire longitudinal length. The sheath protector can be
inserted through tissue to provide a pathway or slide for
insertion of the sheath/fork. The fork 2131 and sheath
2132 can be introduced by sliding them along the open
sheath protector 2130.
[0080] FIG. 27 shows another embodiment of a bullet-
shaped sheath/fork protector 2140. FIG. 28 shows two
sheath/fork protectors 2150, 2151 having different sizes
for use with different sized sheaths, and FIG. 29 shows
a sheath protector 2160 covering a distal end of an in-
serter with a sheath. The sheath protectors can be con-
figured with distal tips designed to separate (open and
close) upon distal movement of the inserter and sheath.
[0081] In use, as shown in FIGS. 30 and 31, the sheath
2171 and the inserter 2172 with a fork 2173 can be ad-
vanced through the distal end of the sheath protector
2170 for allowing plunging of the sheath into a bone hole.
FIG. 31 shows the sheath 2171 and the sheath inserter
2172 including the fork and the shaft extending beyond
the distal tip of the sheath protector 2170. As noted
above, the distal tip 2170d of the sheath protector 2170
can be configured to assist the distal penetration of the
sheath 2171 and inserter 2172 with fork 2173 through
skin. The sheath protector 2170 can be designed with
slits to allow the distal tip 2170d to remain closed during
insertion thus preventing the forks or sheath from catch-
ing on tissue, and once inserted through tissue to flare
open upon distal movement.
[0082] The devices disclosed herein can be designed
to be disposed of after a single use, or they can be de-
signed to be used multiple times. In either case, however,
the device can be reconditioned for reuse after at least
one use. Reconditioning can include any combination of
the steps of disassembly of the device, followed by clean-
ing or replacement of particular pieces, and subsequent
reassembly. In particular, the device can be disassem-
bled, and any number of the particular pieces or parts of
the device can be selectively replaced or removed in any
combination. Upon cleaning and/or replacement of par-
ticular parts, the device can be reassembled for subse-
quent use either at a reconditioning facility, or by a sur-
gical team immediately prior to a surgical procedure.
Those skilled in the art will appreciate that reconditioning
of a device can utilize a variety of techniques for disas-
sembly, cleaning/replacement, and reassembly. Use of
such techniques, and the resulting reconditioned device,
are all within the scope of the present application.
[0083] Preferably, the invention described herein will
be processed before surgery. First, a new or used instru-
ment is obtained and if necessary cleaned. The instru-
ment can then be sterilized. In one sterilization technique,
the instrument is placed in a closed and sealed container,
such as a plastic or TYVEK bag. The container and in-
strument are then placed in a field of radiation that can
penetrate the container, such as gamma radiation, x-
rays, or high-energy electrons. The radiation kills bacteria

on the instrument and in the container. The sterilized in-
strument can then be stored in the sterile container. The
sealed container keeps the instrument sterile until it is
opened in the medical facility.
[0084] It is preferred that device is sterilized. This can
be done by any number of ways known to those skilled
in the art including beta or gamma radiation, ethylene
oxide, steam.
[0085] One skilled in the art will appreciate further fea-
tures and advantages of the invention based on the
above-described embodiments. Accordingly, the inven-
tion is not to be limited by what has been particularly
shown and described, except as indicated by the append-
ed claims. All publications and references cited herein
are expressly incorporated herein by reference in their
entirety.

Claims

1. An anchor inserter tool, comprising:

a first elongate body having first and second
prongs extending distally from a distal end there-
of and configured to extend along opposed slots
formed in a sheath of an anchor assembly;
a second elongate body slidably disposed rela-
tive to the first elongate body; and
a handle assembly coupled to a proximal end of
the first and second elongate bodies, the handle
assembly including a locking mechanism that is
movable between a locked position, in which the
locking mechanism prevents movement of the
first and second elongate bodies relative to one
another, and an unlocked position in which the
first and second elongate bodies are axially sli-
dable relative to one another.

2. The anchor inserter tool of claim 1, wherein the first
elongate body comprises an inner shaft and the sec-
ond elongate body comprises an outer shaft dis-
posed around the inner shaft.

3. The anchor inserter tool of claim 1 or claim 2, wherein
the second elongate body comprises an inner shaft
and the first elongate body comprises an outer shaft
disposed around the inner shaft.

4. The anchor inserter tool of any one of claims 1-3,
wherein the first elongate body includes a lumen con-
figured to receive a proximal end of a guidewire cou-
pled to a sheath of an anchor assembly.

5. The anchor inserter tool of claim 4, wherein the han-
dle assembly includes a guidewire lock configured
to selectively engage and prevent movement of a
guidewire disposed within the handle.
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6. The anchor inserter tool of any preceding claim,
wherein the handle assembly includes an actuator
coupled to the first elongate body and configured to
move the first elongate body axially with respect to
the second elongate body.

7. The anchor inserter tool of claim 6, wherein the ac-
tuator is rotatable relative to the handle assembly
such that rotation of the actuator is effective to cause
axial translation of the inner and outer shafts relative
to one another.

8. The anchor inserter tool of claim 6 or claim 7, wherein
the actuator is pivotable relative to the handle as-
sembly such that pivotal movement of the actuator
is effective to cause axial translation of the inner and
outer shafts relative to one another.

9. The anchor inserter tool of any one of claims 6 - 8,
wherein the actuator comprises at least one handle
extending in a perpendicular direction from the first
elongate body.

10. The anchor inserter tool of any one of claims 6 - 9,
wherein the actuator extends proximally from the
proximal end of the first elongate body.

11. The anchor inserter tool of any one of claims 6 - 10,
wherein the actuator comprises at least one finger
loop.

12. The anchor inserter tool of any preceding claim,
wherein the handle assembly has a pistol-grip con-
figuration with a stationary housing and a pivotable
trigger.

13. The anchor inserter tool of any preceding claim,
wherein the first elongate body comprises an inner
shaft and the second elongate body comprises an
outer shaft disposed around the inner shaft, and the
handle assembly includes an actuator configured to
move the inner shaft proximally with respect to the
outer shaft to retract the first and second prongs of
the inner shaft into the outer shaft.

14. A tendon anchoring system, comprising:

an outer shaft having an inner lumen extending
therethrough and a sheath alignment protrusion
formed on a distal end thereof;
an inner shaft disposed within the outer shaft
and having first and second prongs formed on
a distal end thereof, the prongs being movable
between an extended position in which the
prongs extend distally beyond the distal end of
the outer shaft, and a retracted position in which
the prongs are retracted into the distal end of
the outer shaft, the prongs extending along op-

posed sides of the sheath alignment protrusion
on the outer shaft;
a handle assembly coupled to a proximal end of
each of the first and second shafts.

15. The tendon anchoring system of claim 14, wherein
the sheath alignment feature has a generally conical
shape.

16. The tendon anchoring system of claim 15, wherein
the sheath alignment feature includes first and sec-
ond opposed cut-outs formed therein and configured
to receive the first and second prongs of the inner
shaft.

17. The tendon anchoring system of any one of claims
14 - 16, wherein the distal end of the outer shaft is
closed with an elongate slot formed therein for re-
ceiving the first and second prongs therethrough.
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